DEPARTMENT OF HEALTH & HUMAN SERVICES . Poc i Goric

m;mammmm
‘ 9200 Corporaté Bovlevard
FEp 90 2008 Rotkvilie MD m
Marc J. Scheineson ‘ ~
- Alston & Bird, LLP
G50 F Street, NW
Washington, DC 2%604 N ,
RE: 3@07A-6332 (Advisory Opmum Reqwest for wadaiory Black Box Warnings on Ail ‘
Bovine Thrombin Pmducis) ,

»I)ear Mr. Sm

In your letters m&erdmdDmﬁ&mMW}ﬁmm ﬁtzgissim 23307 amf
October 11, 2007, you requested, pursuant fo. m.&’sregnimm at 21 CFR 1085, that
'FDA issue an Advisory Opinion with respect to our position on black box wamings for
bovine thrombin-based hemostatic products. You k&gh};gmﬁd your opinion that iahﬁmg
inconsistencies raise both safety and marketplace issues.

Your request raises issucs requiring review and caméemwn by Agemy officials in . o ,
various offices, Consequently, FDA has been unable mfeacha decision at this timeon- ' ' o
these issues. Wemﬁﬁmmm@i@mmmeda ecision onwurrvqsm !

If you have any questions, please contact Rﬁﬁi Fischer of the Center for Devices ami -
Radiological Health’s Regulations Staff at (240)276-2350.

_ Sincere rely yours, .
°
Daniel G. Schultz, M.D. ,
- Center for Devices and Co

Radiological Health
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